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DETAILED ACTION 

Response to Amendment 

1 . The following action on the merits is based on the 12-10-07 response and the remarks 
of the 6-22-07 response. 

Specification 
Description 

2. The disclosure is objected to because of the following informalities: 1) In paragraph 36 
as originally filed a housing (or cannula housing as now amended) 10 having a passage 1 1 is 
described as including a member (or housing member as now amended) 1 2 having an abutting 
surface and a cap 17 having a recess 18 threaded onto the member 12 with a valve body 1 
received in the recess 18 and abutting the member 12, i.e. mounted to such member but not in the 
passage. The claims now, and still, require a housing member having a passage and a cap having 
a recess with a valve body to be received in the recess and mounted to the housing member in the 
passage . At the very least, see also the discussion in paragraph 3 infra, it is still unclear whether 
the housing member as claimed is the housing/cannula housing or housing member/member as 
described. If the former, consistent terminology should be used throughout the description and 
the claims, see MPEP 608.01(o), i.e. the housing member as claimed should be called the 
"housing" or "cannula housing", and a consistent description of the valve body with respect to 
such housing should be set forth throughout the application, i.e. the housing includes, as 
originally described and shown, the valve body 1 mounted to or abutting one end of a passage 1 1 
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of the housing 10 so as to span such end while received by the recess 18 of the cap 17 as 
compared to a valve body to be received in the recess and mounted to the housing member in the 
passage as now claimed. If the latter, a consistent description of the valve body with respect to 
the housing member should be set forth throughout the application, i.e. as originally described 
and shown the valve body 1 is mounted to or abuts the housing member 12 so as to span one end 
of the passage 1 1 of the housing 10 while received by the recess 18 of the cap 17 threaded onto 
the member as compared to a valve body to be received in the recess and mounted to the housing 
member in the passage as now claimed. See the Claim Language Interpretation section infra. 
Appropriate correction is required. 



Claim Rejections - 35 USC § 112 
3. Claims 1-3, 7, 9, 1 1-12, 16, 18-20, 22, 25 and 27 are rejected under 35U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claim 1 now requires a medical instrument 
comprising: a housing member having a passage through which a catheter including an outer 
profile is received; a cap having a recess formed therein and in fluid communication with the 
passage, the recess being defined by recess dimensions; and a valve body to be received in the 
recess and mounted to the housing member in the passage , the valve body having first and 
second faces and a peripheral edge separating the faces, the peripheral edge being non-circular 
when the valve body is unstressed, the valve body further having a first slit formed on one of the 
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faces and a second slit formed on the other face, each slit formed through a portion of the valve 
body and intersecting with the other slit within the valve body, the valve body conforming to the 
outer profile of the catheter when the catheter is disposed through the first and second slits to 
maintain a fluid tight seal between the valve body and the catheter, the valve body having a 
height dimension across the center of the valve body and a width dimension across the center 
of the valve body , the width dimension being less than the height dimension when the valve 
body is unstressed, the height and width dimensions being unequal to the recess dimensions , 
defining a plane parallel to the first and second faces and perpendicular to the slits , the 
valve body configured to be compressed only along the height dimension when the valve body 
is received by the recess, producing a closing force on the slit after removal of a catheter to 
prevent leakage , defining a generally circular shape . While original claims 1 , 5-6 and 8, for 
example, set forth a medical instrument comprising: a housing having a passage through which a 
catheter is received and a recess with a dimension thereacross, i.e. but no cap with a recess 
defined by dimensions, a valve body mounted in the passage of the housing , the valve body 
having a two opposing planar faces and a peripheral edge separating the faces which edge is non- 
circular when the valve body is unstressed before being received in the recess of the housing , the 
valve body further having a first slit that opens in one of the planar faces and a second slit that 
opens in the other planar face, each slit extending partly through the valve body and intersecting 
with the other slit within the valve body, the valve body conforming to the outer wall of the 
catheter when the catheter penetrates through the intersection of the first and second slits to 
maintain a fluid tight seal between the valve body and the catheter, the valve body having a first 
planar dimension across the first or second planar face through the center of the valve body and a 
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second planar dimension across the first or second planar face through the center of the valve 
that is less than the first planar dimension when the valve body is unstressed before being 
mounted in the passage of the housing , the first planar dimension being greater than the 
dimension across the recess of the housing , the valve body being compressed along the first 
planar dimension when the valve body is received within the recess of the housing , and the 
original application, e.g., Figures 1-2, 9-10 and paragraph 42, for example, set forth a medical 
instrument comprising: a housing member having a passage through which a catheter including 
an outer profile is received, a cap having a circular recess formed therein which is in fluid 
communication with the passage, the recess being defined by recess dimensions, and a valve 
body having an oval shape before being received in the recess when the valve body is unstressed 
and received in the recess and mounted to the housing member spanning the passage , the valve 
body having first and second opposing planar faces or opposing planar faces with specifically 
located ring s and a peripheral edge separating the faces, the peripheral edge being non-circular 
when the valve body is unstressed before being received in the recess, i.e. mounted in the 
passage of the housing, spanning the passage of the housing member , the valve body further 
having a first slit formed on one of such disclosed faces and a second slit or opening formed on 
such disclosed other face, each slit formed through a portion of the valve body and intersecting 
with the other slit within the valve body, the valve body conforming to the outer profile of the 
catheter when the catheter is disposed through the first and second slits to maintain a fluid tight 
seal between the valve body and the catheter, the valve body having a height dimension across 
the center of the valve body and a width dimension across the center of the valve body, the width 
dimension being less than the height dimension when the valve body is unstressed before being 
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received in the recess, the height dimension being greater than a height dimension across the 
center of the circular recess and the width dimension being less than a width dimension of the 
circular recess, defining a plane parallel to the first and second faces and perpendicular to the 
slits, the valve body configured to be compressed only along the peripheral edge parallel to the 
height dimension when the valve body is received by the recess , producing a closing force on 
one of the slits after removal of a catheter to prevent leakage and so as to define a generally 
circular shape , this is not what appears to be claimed now, i.e. what is claimed now is both 
narrower with regard to some aspects and broader with regard to other aspects than the invention 
as originally described and claimed. Attention is also reinvited to the discussion in paragraph 2 
supra. The discussion of claim 1 applies to claims 19 and 27 which have been similarly 
amended, or added and similarly written, respectively, as compared to the original claims and 
application. While Applicant has provided reference to certain portions of the original 
application in the remarks of 12-07 and 6-07, such portions do not support the entire scope of the 
invention of each claim as now presented in a single embodiment. For example, while Figures 2, 
10 and 12 and paragraph 41 disclose the valve body being compressed only along the peripheral 
edge parallel to the height dimension so as to produce a closing force on one slit, i.e. along all the 
planes perpendicular to the edge and parallel to the height dimension, to define a valve body of 
circular shape when received in the recess of the cap and mounted across the passage, this is not 
what is claimed, i.e. it is claimed the height dimension defines a plane with the width dimension 
across the center of the valve body and the valve body is only compressed along such 
dimension/plane when received by the recess to define a circular shape in claim 1 (It is noted that 
the circular shape would appear to be only along such plane) and it is claimed it produces on 
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force on the slits in claim 27 but the force is only produced on the one slit. Furthermore, it is 
noted that as set forth in paragraph 36 the valve body appears to be sandwiched/compressed 
between the cap and housing member when received and mounted across the passage. 
Therefore, if Applicant maintains the claim language, the portion of the originally filed 
application which provides support for the scope of the combination of each claim in a single 
embodiment should be set forth. See the Claim Language Interpretation section supra. 

Claim Language Interpretation 

4. Due to the lack of clarity, see discussion in paragraph 2 supra, the claims will be 
interpreted to require at the very least a valve body which has the capability of being received in 
the recess and is mounted to the housing member across the passage. It is noted that the cap as 
claimed is not required to be a distinct element, i.e. can be monolithically formed with the 
member. With regard to all the claims, see the discussion of paragraph 3 and MPEP 2163.06, 1. 
Also, the "recess dimensions" which define the recess, e.g. line 5 of claim 1, will be interpreted 
as all such dimensions of the recess and thereby, the claim limitation regarding such dimensions 
with respect to the valve body dimensions, i.e. "dimensions unequal to the recess dimensions", 
will be interpreted to require dimensions unequal to the dimensions of the recess before such is 
received therein, i.e. the claimed dimensions of the valve body are either larger or smaller than 
the dimensions of the recess before receipt therein. 
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Claim Rejections - 35 USC § 103 

5. The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

6. Claims 1-3, 7, 9, 11-12, 16, 18 and 27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Matsumoto et al '665 in view of Dudar et al '394, Picha et al '654, Muto '548, 
Spademan '127 and Shimonaka et al '679. 

Claim 1 : See Figures, especially 24A-24B, col. 1, lines 6-10, col. 2, lines 20-28, col. 4, 
line 64-col. 6, line 9, col. 14, lines 29-42, col. 15, line 63-col. 16, line 2 and col. 18, lines 12-46 
of '665, e.g. '665 teaches a medical instrument 10 comprising a housing member 1 1 having a 
passage 14 through which a catheter including an outer profile is received, a cap 12 having a 
recess formed therein and in fluid communication with the passage and defined by recess 
dimensions and a valve body, 16, 80, 120, 130, or 140, received in the recess, i.e. and thereby 
having the capability of being received therein, see the Claim Language Interpretation section 
supra, and is mounted to the housing member across the passage, see Claim Language 
Interpretation section supra, the valve body having two faces and a peripheral edge separating 
the faces, see, e.g., Figures 24A-B, the peripheral edge being non-circular when the valve body is 
unstressed, the valve body having a first slit, 131 or 132, formed on one of the faces and a second 
slit, 132 or 131, formed on the other face and each slit extends partly through the valve body and 
intersects the other slit therewithin. As disclosed at the cited portions, the valve body conforms 
to the outer profile of the catheter when the latter is disposed through the intersection of the slits 
to maintain a fluid tight seal therebetween. The valve body, e.g. 130, has first and second 
dimensions through the center of the valve body, e.g., the longitudinal/"height" dimension and 
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transverse/"width" dimension, the latter of which is less than the former when the valve body is 
unstressed before being mounted in the passage. The height dimension and the width dimension 
define a plane parallel to the first and second faces and perpendicular to the slits. Claim 1 now 
requires 1) the height and width dimensions being unequal to the recess dimensions, see the 
Claim Language Interpretation section supra, e.g. the longitudinal/"height" dimension and the 
transverse/"width" dimension of the valve body being greater than the similar dimensions of the 
recess, and the valve body configured to be compressed only along the height dimension when 
the valve body is received by the recess (It is noted that such does not require such compression 
when received and mounted as set forth on line 6) and 2) defining a generally circular shape. 
With regard to 1), it is noted that while the Figures show the valve disc having the same diameter 
as the recess and the valve body 130 having at least a length greater than the diameter of the 
circular valve body, '665 does not explicitly describe the valve body 130 having the dimensions 
as claimed. However, also note in addition to the portions of '665 already cited supra, e.g. the 
abstract and col. 3, lines 60-62, i.e. '665 desires its valve body, e.g. body 130, received in a 
tubular/circular housing, 11, 12, be capable of receiving a rodlike member such as a catheter, 
guide wire, syringe tip or needle in a liquid tight manner and also be liquid tight after removal 
thereof. Furthermore, it is well known in the medical art to make the dimensions of a valve 
body, whether pre-slit, partially pre-slit or slit upon first use, received in a tubular/circular recess 
unequal to the recess dimensions, i.e. make the "height" and/or "width" dimensions larger than 
similar dimensions of the recess, e.g. make the height dimension larger than the recess so that 
compression is along only a plane across the center of the valve body, so as to receive, i.e. good 
insertability, a rodlike member, i.e. a catheter, syringe tip, needle, in a liquid tight manner, and 
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also be liquid tight after removal thereof. See, e.g., Dudar et al '394 at, e.g., Figures 15 and 23, 
col. 2, lines 36- 40, col. 3, lines 16-20 and 50-52, col. 7, lines 42-47 and 52-54, col. 8, lines 38- 
53 and col. 10, lines 47-55 (note Figure 13 of '665), Picha et al '654 at, e.g., the Figures, the 
abstract, col. 3, lines 9-20 and 27-35 and col. 4, lines 1-9, Muto '548 at, e.g., the Figures, the 
abstract and col. 4, lines 5-7, Spademan '127 at, e.g., the abstract, Figures 4A-7D, col. 3, line 3- 
col : 4, line 2 (Note col. 3, lines 37-39 with regard to the added claim language) and col. 4, lines 
39-51; and Shimonaka et al '679 at, e.g. the Figures and the abstract and col. 2, lines 5-17 and 
23-41 . To make the valve body of '665 with dimensions unequal to those of the recess which 
receives such valve body as claimed, i.e. the height dimension only, would be obvious to one of 
ordinary skill in the medical arts in view of the recognition that such sizing of a valve body 
relative to a recess is well known not only to promote liquid tightness of a valve body while 
receiving a rodlike member and also after withdrawal thereof but also good insertability such as, 
for example, taught by Dudar et al '394, Picha et al '654, Muto '548, Spademan '127 and 
Shimonaka et al '679 and the desire by '655 for the valve body thereof to seal in a liquid tight 
manner both while receiving/inserting a rodlike member and after withdrawal thereof. In so 
doing the prior art would also necessarily and inevitably compress the valve body only along the 
enlarged dimension, i.e. the height dimension thereof, when the body is received in the recess . 
With regard to 2) i.e. the valve body defining a generally circular shape, see Figures 3-4 and 
24A-B as well as, e.g., col. 5, lines 15-18. Therefore, while the '665 does not explicitly teach the 
valve body having a generally circular shape when mounted in the passage of the housing, there 
is sufficient factual evidence for one to conclude that the flexible elastomeric valve body of 
Figures 24A-B would necessarily and inevitably assume or have a generally circular shape when 
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mounted in the circular passage of the circular housing. Note also, e.g., Figures of Spademan 
'127 and Shimonaka '679. 

Claim 27: See discussion of claim 1 supra. The prior art additionally necessarily and 
inevitably produces a closing force on the slits after removal of the catheter to prevent leakage. 

Claims 2-3 and 11-12: See Figures cited supra. 

Claims 7 and 16: See Figures 3-4. 

Claims 9 and 18: Applicants claim the peripheral edge has an oval shape when the valve 
body is unstressed before being received in the recess, i.e. a shape which is longer along one axis 
than the other. While the prior art does not teach an oval shape, it does teach a shape which is 
longer along one axis than the other in combination with a circular recess, see Figures 3-4 and 
24A-B of '665. Furthermore, see paragraphs 42, 66 and 70 and Figures of the instant application, 
i.e. no disclosure of the criticality of the oval shape over any other shape which has one axis 
longer than the other axis, e.g. a rectangle or the shape shown in Figures 1 1-12, i.e. just one of 
numerous shapes for the purpose of providing a shape having different dimensioned axes. 
Therefore, it would be an obvious matter of design choice to employ an oval rather than a 
rectangle on the '655 device since such modification would have involved a mere change in the 
shape of the component. A change in shape is generally recognized as being within the level of 
ordinary skill in the art, i.e. an oval is just one of numerous configurations a person of ordinary 
skill in the art would find obvious for the purpose of providing a shape having different 
dimensioned axes, In re Dailey 149 USPQ 47. Note also the Figures of Spademan ' 127 and 
Shimonaka '679. 
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7. Claims 19, 20, 22 and 25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Behnke et al '034 in view of Thomas et al '463. 

It is noted that the effective filing date of claims 19, 20, 22 and 25 is 10-24-95. 

Claim 19: See Figures 3 and 7, and col. 1, lines 5-7, col. 3, lines 19-33 and col. 6, lines 
1 1-48 of '034, e.g. '034 teaches a medical instrument 10A comprising a housing member, e.g. the 
lower portion of 16A, having a passage through which a cannula having an outer profile, i.e. a 
catheter, is received, a cap, e.g. the upper portion of 10A, i.e. adjacent 18A, having a recess 
formed therein, e.g. at least the portion of 10A above the bottom of 102, and in fluid 
communication with the passage and defined by recess dimensions and a valve body, 22A, 
received in, i.e. and thereby having the capability of being received therein, see the Claim 
Language Interpretation section supra, and is mounted to the housing member across the 
passage, see Claim Language Interpretation section supra, the valve having two faces and a 
peripheral edge separating the faces, see, e.g., Figure 7, the valve body having a slit, 30A, that 
defines a slit plane extending from a first face, an opening 28A extending from the second face 
and partly through the valve body to intersect with the slit therewithin which includes an internal 
ring adjacent 32A as claimed. As disclosed at the cited portions, the valve body conforms to the 
outer profile of the cannula, i.e. the catheter, when the latter is disposed through the slit plane 
and ring to maintain a fluid tight seal therebetween. The valve body has first and second 
dimensions through the center of the valve body, i.e. the valve body has a "height" dimension, 
e.g. a diameter thereof, e.g., through the portion 38, and a "width" dimension, e.g., another 
diameter thereof, e.g. through the portion 38, the height dimension and the width dimension 
defining a plane parallel to the first and second faces and perpendicular to the slits, the height 
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and width dimensions being unequal to the recess dimensions, the valve body configured to be 
compressed along the height dimension when the valve body is received by the recess, producing 
a closing force on the slit after removal of a catheter to prevent leakage, and defining a generally 
circular shape, i.e. see the Claim Language Interpretation section supra, and, e.g., Figures 3 and 7 
and col. 3, lines 19 et seq of '034. Claim 19 now claims the peripheral edge being non-circular 
when the valve body is unstressed and the width dimension being less than the second height 
dimension when the valve body is unstressed, whereas the valve body of '034 teaches the edge 
being circular, i.e. the height and width dimensions being equal to each other, when such is 
unstressed. However, again '034 does teach a valve body sized with respect to the recess such 
that the valve body is compressed about the periphery adjacent the slit to ensure closing of the 
slit, see cited portions of '034. Furthermore, see '463 at col. 4, line 31 -col. 5, line 12, i.e. 
interchangeability of a valve body sized with respect to a recess such that the valve body is 
compressed about the periphery to ensure closing of the slit with a valve body having an oval 
peripheral edge such that the valve body is compressed to ensure closing of the slit. Therefore, to 
make the valve body of '034 of oval shape instead would be obvious in view of the 
interchangability as taught by '463. In so doing the prior art would necessarily and inevitably 
teach the peripheral edge also being non-circular when the valve body is unstressed and the 
width dimension being less than the second height dimension when the valve body is unstressed. 

Claim 20: See the portions cited supra, i.e. the recess as discussed with respect to claim 
19 supra has a diameter/height dimension which is less than the diameter/height dimension of the 
valve body. 

Claim 22: See the cited portions of '033. 
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Claim 25: See col. 6, lines 12-19, elements 34A, 34 and 44 and col. 4, lines 10-20, i.e. the 
external raised ring is the portion of 10A radially outward of the channel which receives ledge 
34A but is not denoted in Figure 7, i.e. see element denoted 44 in Figure 3, which ring surrounds 
the opening. It is noted the claim does not require the ring be raised in any particular direction 
and/or only be on the second planar face and the portion of 10A is raised/extends diametrically 
with regard to the remainder of the valve body which includes the second planar face. 

Response to Arguments 

8. Applicant's remarks have been carefully considered but are either deemed moot, e.g. in 
that such issues have not been repeated or are deemed not persuasive for the reasons set forth 
supra with respect to the prior art rejections now applied supra. It is noted with regard to 
Applicant's remarks of 6-07 on page 15, line 27-28, such remarks are deemed merely speculative 
absent collaborating evidence. Applicant's remarks with regard to Behnke and Thomas have 
been considered but such are deemed narrower than the teachings of the references, see the cited 
portions of '463, and the prior art rejection which is correct except for the typo "121" which has 
been removed. 

Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any new grounds of rejection were necessitated by the amendments to claim 1, 20, 25 
and 27 and paragraph 36. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karin M. Reichle whose telephone number is (571) 272-4936. 
The examiner can normally be reached on Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on (571) 272-1 115. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
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